§201.50

may include an advisory committee
meeting, require a manufacturer to
submit an application containing the
information or request for approval of
a pediatric formulation described in
paragraph (a) of this section within a
time specified in the order, if FDA
finds that:

(1) The drug product is used in a sub-
stantial number of pediatric patients
for the labeled indications and the ab-
sence of adequate labeling could pose
significant risks to pediatric patients;
or

(2) There is reason to believe that the
drug product would represent a mean-
ingful therapeutic benefit over existing
treatments for pediatric patients for
one or more of the claimed indications,
and the absence of adequate labeling
could pose significant risks to pedi-
atric patients.

(c)(1) An applicant may request a full
waiver of the requirements of para-
graph (a) of this section if the appli-
cant certifies that:

(i) Necessary studies are impossible
or highly impractical because, e.g., the
number of such patients is so small or
geographically dispersed, or

(ii) There is evidence strongly sug-
gesting that the product would be inef-
fective or unsafe in all pediatric age
groups.

(2) An applicant may request a par-
tial waiver of the requirements of para-
graph (a) of this section with respect to
a specified pediatric age group, if the
applicant certifies that:

(i) The product:

(A) Does not represent a meaningful
therapeutic benefit over existing thera-
pies for pediatric patients in that age
group, and

(B) Is not likely to be used in a sub-
stantial number of patients in that age
group, and

(C) The absence of adequate labeling
could not pose significant risks to pedi-
atric patients; or

(ii) Necessary studies are impossible
or highly impractical because, e.g., the
number of patients in that age group is
so small or geographically dispersed, or

(iii) There is evidence strongly sug-
gesting that the product would be inef-
fective or unsafe in that age group, or

(iv) The applicant can demonstrate
that reasonable attempts to produce a
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pediatric formulation necessary for
that age group have failed.

(3) FDA shall grant a full or partial
waiver, as appropriate, if the agency
finds that there is a reasonable basis
on which to conclude that one or more
of the grounds for waiver specified in
paragraphs (c)(2) or (c)(3) of this sec-
tion have been met. If a waiver is
granted on the ground that it is not
possible to develop a pediatric formula-
tion, the waiver will cover only those
pediatric age groups requiring that for-
mulation. If a waiver is granted be-
cause there is evidence that the prod-
uct would be ineffective or unsafe in
pediatric populations, this information
will be included in the product’s label-
ing.

(d) If a manufacturer fails to submit
a supplemental application containing
the information or request for approval
of a pediatric formulation described in
paragraph (a) of this section within the
time specified by FDA, the drug prod-
uct may be considered misbranded or
an unapproved new drug or unlicensed
biologic.

[63 FR 66668, Dec. 2, 1998]

Subpart B—Labeling Requirements
for Prescription Drugs and/or
Insulin

§201.50 Statement of identity.

(a) The label of prescription and insu-
lin-containing drugs in package form
shall bear as one of its principal fea-
tures a statement of the identity of the
drug.

(b) Such statement of identity shall
be in terms of the established name of
the drug. In the case of a prescription
drug that is a mixture and that has no
established name, the requirement for
statement of identity shall be deemed
to be satisfied by a listing of the quan-
titative ingredient information as pre-
scribed by §201.10.

(c) The statement of identity of a
prescription drug shall also comply
with the placement, size and promi-
nence requirements of §201.10.

[40 FR 13998, Mar. 27, 1975, as amended at 63
FR 26698, May 13, 1998]



